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DETAILED ACTION 

Claim Rejections - 35 USC §112 

Claims 67-75 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The limitation requiring the flow path for a 
urine sample to "solely wick up the wicking" to be terminated upon reaching the assay 
strip and to provide continuous flow to the assay strip introduced new matter which is 
not described or supported in the specification. From the instant specification (page 5, 
line 16, "As soon as the urine sample is introduced, the cap 4 should be tightly screwed 
onto the container 2 to prevent any contamination of the urine sample. The urine then 
wicks up the wicking material 10 until it reaches the overlapped portions of the 
assay strips 12. The urine then wicks over the top edge of the backing 8 and 
down the assay strips 12. The urine wicking down the assay strips 12 will react 
with the chemical agents contained therein and will give positive, negative or 
inconclusive test results." Claim 67 does not remotely claim this flow of urine in the 
device. The Applicant is trying to incorporate limitations into the claims that are 
nowhere to be found in the instant specification. Claim 67 states, "the urine wicks solely 
up the wick portion until it reaches an overlapped portion of the wicking portion and the 
first portion of the assay strip and thereafter flows upwards in the first portion of the 
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assay strip, wherein in use the action of the urine wicking solely upwardly along the 
wicking portion in an upward direction in the container from the base towards the top, 
and thereafterflows upwards in the first portion of the assay strip. Further, "components 
including a first portion of an assay strip and a wicking portion" is not recited in the 
specification that allows the wording to be employed in the claims. 

Claims 67-75 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The limitation of "solely wick up the wicking" is 
ambiguous in scope because it cannot discern what the limitation intends. For example, 
does the term "solely" require that the fluid flow be provided exclusively by the wicking 
member or alternatively that the flow is conducted exclusively in an upward direction? 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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Claims 67-75 are rejected under 35 U.S.C. 102(b) as being anticipated by 
MacKay et al. (USPN 5,656,502). 

MacKay discloses a test strip holder that is placed into a container that holds a 
sample to be tested. A test strip is disposed in a holder having a backing having a front 
surface (fig. 5, ref. 26) and is in liquid transmittable contact with a wicking (35, col. 7, 
lines 19-24), the wicking has a lower portion proximal to the base of the container (Fig. 
3a), the urine wicks solely up the wick until it reaches the assay strip, the container is in 
an upright position (fig 3a), a front cover (fig. 4 ref. 22) provided on the front surface of 
the backing for locating the assay strip to the backing, the backing together with the 
front cover and the assay strip being located adjacent a wall of the container and 
extending from a position proximal to the top of the container to a position proximal to 
the bottom of the container so that in use the action of the urine consists of wicking 
solely upwardly along the wicking in the container from the base toward the top. 

Claims 67-75 are rejected under 35 U.S.C. 102(e) as being anticipated by Klimov 
etal.(USPN 5,770,458). 

Klimov discloses an assaying device and method for in field analysis of a 
specimen. The assembly comprises: a partially transparent container (1a) having a 
opening for collecting a urine sample (fig. 1a, 1b); a wall (110, liquid impermeable); a 
cover for sealing the container (col. 10, lines 47-51); an assay assembly having at least 
one assay strip (101) being in liquid transmittable contact with a wicking material (109), 
the wicking material being in communication with the urine (when the urine is filled to 
overflow into the collection portion in fig. 1b, the upper top above wicking 109); the 
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assay strip being directed adjacent to the wall of the container thereby being readable 
through the container wall (fig. 1, cover 48 is transparent ,col. 10, lines 53-57); the 
assay strips are separated by longitudinal slots; (fig. 1a); a transverse slot for 
accommodating the end of the test strips (fig. 1a bottom of test strips); a series of assay 
strips in parallel relationship (fig. 1a); assay strip is substantially the same height of the 
container (fig. 1a); the assay assembly conforms to the inner wall of the container (fig. 
1a.); a screw on cap (not shown but has option for screw on cap and is disclosed fig. 
1am col. 10, lines 47-51). 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 
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Claims 67-75 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-17, 21-30 of U.S. Patent No. 
6,805,837. The presently pending claims 58-66 are a broader version of Patent No. 
6,805,837. 6,805,837 claims include all the limitations found in the presently pending 
claims. Thus, the presently pending claims cover all the subject mate of 6,805,837. 

Claims 67-75 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-6 of U.S. Patent No. 6,379,620. 
The presently pending claims 58-66 are a broader version of Patent No. 6,379,620. 
6,379,620 claims include all the limitations found in the presently pending claims. Thus, 
the presently pending claims cover all the subject mate of 6,379,620. 

Claims 67-75 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-23 of U.S. Patent No. 6,805,838. 
The presently pending claims 58-66 are a broader version of Patent No. 6,805,838. 
6,805,838 claims include all the limitations found in the presently pending claims. Thus, 
the presently pending claims cover all the subject mate of 6,805,838. 

Claims 67-75 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-15 of U.S. Patent No. 6,730,268. 
The presently pending claims 58-66 are a broader version of Patent No. 6,730,268. 
6,730,268 claims include all the limitations found in the presently pending claims. Thus, 
the presently pending claims cover all the subject mate of 6,730,268. 
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Response to Arguments 

Applicant's arguments filed 8/6/08 have been fully considered but they are not 
persuasive. The Applicant has not discussed the 1 12 new matter rejection or removed 
the claimed subject matter from the claims the Examiner recognized as new matter. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SAM P. SIEFKE whose telephone number is (571)272- 
1262. The examiner can normally be reached on M-F 7:00am-5:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on 571-272-1700. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Samuel P Siefke/ 

Primary Examiner, Art Unit 1797 



